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STUDY TYPE: Combined chronic toxicity/carcinogenicity (diet)- rats; OPPTS
870.4300 [§83-5]; OECD 453.

PC CODE: 061601 DP BARQODE: D321791
TXR#: 0053747

TEST MATERIAL (PURITY): Paraquat dichloride (>=98% a.1.)

SYNONYMS: 1,1'-dimethyl-4,4"'-bipyridinium dichloride

CITATION: Toyoshima, S., R. Sato, M. Kashima, e a/ (1982) AT-5: Chronic toxicity
study result - 104 week dosing study in rat. Nippon Experimental
Medical Research Institute, Japan. Laboratory Project ID.: None,
March 10, 1982. MRID 40218001. Unpublished.

SPONSOR: Asahi Chemical Industries Company, Ltd., Japan

EXECUTIVE SUMMARY: In this combined chronic toxicity/carcinogenicity study (MRID
40218001), paraquat dichloride (>=98% a.1.; Lot #: 540108) was administered in
the diet to 50 Wistar rats/sex/dose at nominal concentrations of 0, 6, 30, 100,
or 300 ppm (equivalent to 0/0, 0.25/0.30, 1.26/1.50, 4.15/5.12, and 12.25/15.29
mg/kg/day in males/females) for up to 104 weeks. Additionally 12 rats/sex/dose
were treated similarly, and 6 rats/sex/dose were sacrificed at Weeks 26 and 52.
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No adverse, treatment-related effects were observed on body weight, body weight
gains, food consumption, or on any ophthalmoscopic examination, hematological,
clinical chemistry, or urinalysis parameters, organ weights, or gross and
histological pathology.

Increased mortality was observed in the 300 ppm males (incr 26%) and females (1incr
10%). In moribund animals, decreased spontancous mobility, loss of coat luster,
and piloerection were noted.

The LOAEL is 300 ppm (equivalent to 12.25/15.29 mg/kg/day), based on mortality.
The NOAEL is 100 ppm (approximately equivalent to 4.15/5.12 mg/kg/day).

At the doses tested, there was no treatment-related increase in tumor incidence
when compared to controls. Dosing was considered adequate based on decreases
in survival in both sexes.

This study i1s acceptable/guideline and satisfies the guideline requirement for
a chronic/ carcinogenicity study (OPPTS &870.4300; OECD 453) 1n rats.

OOMPLIANCE: A signed and dated Data Confidentiality statement was provided.

A GLP statement was provided stating that the submitter does not know 1f this
18 a GLP study. Signed and dated Quality Assurance and Flagging statements were
not provided; however, the study was conducted prior to the adoption of Good
Laboratory Practice standards (40 CFR Part 160; November 29, 1983).



